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Glimpse off the Future

» New Medical Devices and Medical
Devices of the Future




Challenges for HE
[Focus on Safety and Effectiveness

o Efficiency and productivity.

s Information security “privacy and
confidentiality issues”

o Safety and effectiveness Issues

—Use-related problems
= —t

—Unintended and “off-label™ use



New: Challenges
Driving Factors

» Device use Is Changing
—Users are Changing
—Environments are Changing
—Devices are Changing



New: Challenges
Driving Factors (Cont.)

More lay users
More aging users
More users with less formal training

New roles for patients as users
— Participating in the selection of devices

— Communication and coordination with
healthcare providers

— Troubleshooting and maintaining equipment



New: Challenges
Driving Factors (Cont.)

IHome use (work, car, etc.)
Out-patient use
Faster paced envirenments “chaos

Multi-device, multi-configuration,
rapidly changing environments at
healthcare facilities “overwhelming
flood of technology”



New: Challenges
Driving Factors (Concluded)

More capable

More critical to health and survival
More complex

New and different demands on users

Impacts complexity of user reference
materials, training materials| and
Importance ofi training



Medicall Device Use Safety
WWhose respoensiiity Is it?
Who sfiould/ improve It?




T'he Mechanism for IMeeting
INEw
IHE Challenges
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\Vieeting the New Challenges
“Awareness’™ Issues

Focus HF emphasis on safety
Increase awareness of HF and! safety

Encourage more useful reporting of
Luse problems

Address over-relifance



\Vieeting the New Challenges
HE Trechnigue Issues

Sample realistic use effectively and
efficiently

Obtain high-quality feedback from
users during device evaluation

Analyze use problems effectively

AsSsess user ability vs. device
complexity

Improve status of user training and
Instruction materials



Roles for HEES Tiechnical
Group Expertise

 Knowledge and technigues to meet
new and engoing challenges to
safety and effectiveness

—Best If It results from work on
medical devices

» Relevance Is clear
* Not guestionable
o All technical groups in HEES



*Just Released*
HFE Guidance Document

Available at:
http://www.fda.gov/cdrh/HumanFactors.html



